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DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 989
[Docket No. FV02-989-3 IFR]

Raisins Produced From Grapes Grown
in California; Extension of Redemption
Date for Unsold 2001 Diversion
Certificates

AGENCY: Agricultural Marketing Service,

USDA.

ACTION: Interim final rule with request
for comments.

SUMMARY: This rule extends the
deadline by which raisin handlers must
redeem diversion certificates issued
under the 2001 raisin diversion program
(RDP). The deadline is specified under
the Federal marketing order for
California raisins (order). The order
regulates the handling of raisins
produced from grapes grown in
California and is administered locally
by the Raisin Administrative Committee
(RACQ). This action gives producers
additional time to sell their certificates
to handlers and thus be compensated for
diverting their 2001 production, which
is the intent of the RDP.

DATES: Effective December 20, 2001.
Comments received by January 3, 2002,
will be considered prior to issuance of
a final rule.

ADDRESSES: Interested persons are
invited to submit written comments
concerning this rule. Comments must be
sent to the Docket Clerk, Marketing
Order Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, 1400
Independence Avenue, SW STOP 0237,
Washington, DC 20250-0237; Fax: (202)
720-5698, or e-mail:
moab.docketclerk@usda.gov. All
comments should reference the docket
number and the date and page number
of this issue of the Federal Register and
will be made available for public

inspection in the Office of the Docket
Clerk during regular business hours, or
can be viewed at: http://
www.ams.usda.gov/fv/moab.html.
FOR FURTHER INFORMATION CONTACT:
Maureen T. Pello, Senior Marketing
Specialist, California Marketing Field
Office, Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 2202 Monterey Street,
suite 102B, Fresno, California 93721;
telephone: (559) 487-5901, Fax: (559)
487-5906; or George Kelhart, Technical
Advisor, Marketing Order
Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, 1400
Independence Avenue, SW STOP 0237,
Washington, DC 20250-0237; telephone:
(202) 720-2491, Fax: (202) 720-5698.
Small businesses may request
information on complying with this
regulation by contacting Jay Guerber,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 1400 Independence
Avenue, SW STOP 0237, Washington,
DC 20250-0237; telephone: (202) 720—
2491, Fax: (202) 720-5698, or e-mail:
Jay.Guerber@usda.gov.

SUPPLEMENTARY INFORMATION: This rule
is issued under Marketing Agreement
and Order No. 989 (7 CFR part 989),
both as amended, regulating the
handling of raisins produced from
grapes grown in California, hereinafter
referred to as the “order.” The order is
effective under the Agricultural
Marketing Agreement Act of 1937, as
amended (7 U.S.C. 601-674), hereinafter
referred to as the “Act.”

The Department of Agriculture
(USDA) is issuing this rule in
conformance with Executive Order
12866.

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. This rule extends the deadline
by which handlers may redeem
diversion certificates issued under the
2001 RDP for Natural (sun-dried)
Seedless (NS) raisins. The deadline is
extended from December 17, 2001, to
January 18, 2002, and applies only to
certificates unsold by producers to
handlers as of December 18, 2001. This
rule will not preempt any State or local
laws, or policies, unless they present an
irreconcilable conflict with this rule.

The Act provides that administrative
proceedings must be exhausted before
parties may file suit in court. Under
section 608c(15)(A) of the Act, any

handler subject to an order may file
with USDA a petition stating that the
order, any provision of the order, or any
obligation imposed in connection with
the order is not in accordance with law
and request a modification of the order
or to be exempted therefrom. Such
handler is afforded the opportunity for
a hearing on the petition. After the
hearing USDA would rule on the
petition. The Act provides that the
district court of the United States in any
district in which the handler is an
inhabitant, or has his or her principal
place of business, has jurisdiction to
review USDA’s ruling on the petition,
provided an action is filed not later than
20 days after the date of the entry of the
ruling.

This rule extends the deadline by
which handlers may redeem diversion
certificates issued under the 2001 NS
RDP. The deadline is extended from
December 17, 2001, to January 18, 2002,
and applies only to certificates unsold
by producers as of December 18, 2001.
This action gives producers additional
time to sell their certificates to handlers
and thus be compensated for diverting
their 2001 production, which is the
intent of the RDP. This action was
recommended by the RAC at a meeting
on December 11, 2001, by a near
unanimous vote of 36 in favor, 2
opposed (believed the RAC should
adhere to the current deadline), and 1
abstained.

Volume Regulation Provisions

The order provides authority for
volume regulation designed to promote
orderly marketing conditions, stabilize
prices and supplies, and improve
producer returns. When volume
regulation is in effect, a certain
percentage of the California raisin crop
may be sold by handlers to any market
(free tonnage) while the remaining
percentage must be held by handlers in
a reserve pool (reserve) for the account
of the RAC. Reserve raisins are disposed
of through various programs authorized
under the order. For example, reserve
raisins may be sold by the RAC to
handlers for free use or to replace part
of the free tonnage they exported;
carried over as a hedge against a short
crop the following year; or may be
disposed of in other outlets not
competitive with those for free tonnage
raisins, such as government purchase,
distilleries, or animal feed. Net proceeds
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from sales of reserve raisins are
ultimately distributed to producers.

Raisin Diversion Program

The RDP is another program
concerning reserve raisins authorized
under the order and may be used as a
means for controlling overproduction.
Authority for the program is provided in
§989.56 of the order. Paragraph (e) of
that section provides authority for the
RAC to establish, with the approval of
USDA, such rules and regulations as
may be necessary for the
implementation and operation of an
RDP. Accordingly, additional
procedures and deadlines are specified
in §989.156.

Pursuant to these sections, the RAC
must meet by November 30 each crop
year to review raisin data, including
information on production, supplies,
market demand, and inventories. If the
RAC determines that the available
supply of raisins, including those in the
reserve pool, exceeds projected market
needs, it can decide to implement a
diversion program, and announce the
amount of tonnage eligible for diversion
during the subsequent crop year.
Producers who wish to participate in
the RDP must submit an application to
the RAC prior to December 20. The RAC
conducts a lottery if the tonnage applied
for exceeds what has been allotted. RAC
staff then notifies producers whether
they have been accepted into the
program.

Approved producers curtail their
production by vine removal or some
other means established by the RAC.
Such producers receive a certificate the
following fall from the RAC which
represents the quantity of raisins
diverted. Producers sell these
certificates to handlers who pay
producers for the free tonnage
applicable to the diversion certificate
minus the established harvest cost for
the diverted tonnage. Handlers redeem
the certificates by presenting them to
the RAC by December 15 (Monday,
December 17, 2001, for the 2001 RDP
since December 15 fell on a Saturday)
and paying an amount equal to the
established harvest cost plus payment
for receiving, storing, fumigating,
handling, and inspecting the tonnage
represented on the certificate. The RAC
then gives the handler raisins from the
prior year’s reserve pool in an amount
equal to the tonnage represented on the
diversion certificate. The new crop
year’s volume regulation percentages are
applied to the diversion tonnage
acquired by the handler (as if the
handler had bought raisins directly from
a producer).

2001 NS Diversion Program

The 2000-01 California NS raisin crop
was the largest on record with final
deliveries of raisins from producers to
handlers totaling 432,616 tons. This
compares to the 10-year average of
344,303 tons. With this large crop,
203,330 tons of NS raisins were set
aside in a reserve pool. Of that reserve
tonnage, 89,076 tons were ultimately
allocated to a diversion program. As of
December 1, 2001, 70,529 tons of
diversion certificates had been acquired
by handlers. It was reported at the
December 11, 2001, RAC meeting, by
RAC staff that the status of about 2,000
tons of 2001 diversion certificates are
unknown.

RAC Recommendation

The RAC met on December 11, 2001,
and addressed a concern expressed by
some producers with the 2001 RDP.
Some producers have had trouble
selling their 2001 diversion certificates
to handlers. There was concern that
some certificates may remain unsold
and unredeemed by the December 15
deadline (or Monday, December 17,
2001, for the 2001 RDP since December
15 fell on a Saturday). Several reasons
were mentioned as to why this was
occurring. The California raisin industry
as a whole is experiencing a severe
economic downturn. Two short crops in
1998 and 1999 along with other factors
caused producer prices to drop
drastically for the 2000 crop, marking
the first time in about 13 years that
prices had fallen. The value of handler
inventories has likewise fallen which
has contributed to handler difficulties in
securing financing to purchase
diversion certificates from producers. In
addition, some handlers do not need
any more raisins to meet their market
needs. In some instances, producers
have tried to negotiate a premium price
for their certificates with handlers.

After deliberating various options
(discussed in the following section of
this rule regarding the Regulatory
Flexibility Analysis), the RAC
recommended extending the deadline
for handlers to redeem 2001 diversion
certificates from December 17, 2001, to
January 18, 2002. The extension applies
only to 2001 certificates unsold by
producers as of December 18, 2001.
Producers still holding certificates must
have the certificates verified and
stamped appropriately by the RAC by
December 21, 2001, to indicate that such
certificates will be valid until January
18, 2002. Handlers may then purchase
these certificates from producers and
redeem them for 2000—01 crop reserve
raisins following prescribed procedures

in §989.156(k). This action will give
producers still holding certificates
additional time to sell their certificates
to handlers, and give handlers
additional time to secure financing to
purchase the certificates from producers
and redeem them with the RAC. Thus,
producers will likely be compensated
for diverting their 2001 production,
which is the intent of the RDP. Section
989.156(k) is changed accordingly for
the 2001 RDP only.

Initial Regulatory Flexibility Analysis

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA), the
Agricultural Marketing Service (AMS)
has considered the economic impact of
this action on small entities.
Accordingly, AMS has prepared this
initial regulatory flexibility analysis.

The purpose of the RFA is to fit
regulatory actions to the scale of
business subject to such actions in order
that small businesses will not be unduly
or disproportionately burdened.
Marketing orders issued pursuant to the
Act, and rules issued thereunder, are
unique in that they are brought about
through group action of essentially
small entities acting on their own
behalf. Thus, both statutes have small
entity orientation and compatibility.

There are approximately 20 handlers
of California raisins who are subject to
regulation under the order and
approximately 4,500 raisin producers in
the regulated area. Small agricultural
firms are defined by the Small Business
Administration (13 CFR 121.201) as
those having annual receipts of less that
$5,000,000, and small agricultural
producers are defined as those having
annual receipts of less than $750,000.
Thirteen of the 20 handlers subject to
regulation have annual sales estimated
to be at least $5,000,000, and the
remaining 7 handlers have sales less
than $5,000,000. No more than 7
handlers, and a majority of producers, of
California raisins may be classified as
small entities.

This rule revises § 989.156(k) of the
order’s rules and regulations regarding
the RDP. Under an RDP, producers
receive certificates from the RAC for
curtailing their production to reduce
burdensome supplies. The certificates
represent diverted tonnage. Producers
sell the certificates to handlers who, in
turn, redeem the certificates with the
RAC for raisins from the prior year’s
reserve pool. This rule extends the date
whereby handlers may redeem 2001
diversion certificates with the RAC from
December 17, 2001, to January 18, 2002,
and applies only to certificates unsold
by producers to handlers as of December
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18, 2001. Authority for this action is
provided in § 989.56(e) of the order.

Regarding the impact of this action on
affected entities, producers who
curtailed 2001 production and have had
trouble selling their diversion
certificates to handlers will have
additional time to sell their certificates
to handlers. Handlers pay producers for
the free tonnage applicable to the
diversion certificate minus the
established harvest cost for the diverted
tonnage. For the 2001 RDP, the industry
average free tonnage price applied to
diversion certificates was $854 per ton,
and applicable harvest costs as
established by the RAC were $340 per
ton. Preliminary volume regulation
percentages for the 2001-02 crop were
announced by the RAC at 56 percent
free and 44 percent reserve. Thus, using
these figures, if a producer was issued
a certificate for 100 tons of raisins, he/
she would be paid $138.24 per ton by
the handler, or a total of $13,824 (($854
per ton x 100 tons x .56) minus (100
tons x $340 per ton harvest cost)).
Extending the deadline allows
producers additional time to sell their
certificate and earn some income for not
producing a 2001 crop.

Regarding the impact of this action on
handlers, handlers experiencing
financial difficulty would have
additional time to arrange for financing
through likely extending lines of credit
with financial institutions. Handlers pay
producers for the free tonnage
applicable to the diversion certificate
minus the $340 per ton harvest cost.
Handlers redeem the certificates for
2000—01 crop NS reserve raisins and
pay the RAC the $340 per ton harvest
cost, plus payment for bins ($20 per ton)
and for receiving, storing, fumigating,
handling (currently totaling $46 per ton)
and inspecting (currently $9.00 per ton)
the tonnage represented on the
certificate (or a total of $415 per ton). In
the above example, the handler would
redeem the 100-ton certificate with the
RAG, pay the RAC $41,500 ($415 per
ton x 100 tons), and receive 44 tons (.44
x 100 tons) of raisins from the 2000-01
reserve pool.

In addition, the $41,500 in the above
example paid by the handler to the RAC
would be allocated to the 2000-01
reserve pool and be used to pay
remaining pool expenses or be
distributed to 2000-01 reserve pool
equity holders (producers). Thus, all
such equity holders could potentially
benefit from this action.

Several alternatives to the
recommended action were considered
by the RAC and/or by the RAC’s
Administrative Issues’ Subcommittee. It
was proposed that the RAC purchase

unsold diversion certificates from
producers. However, the order currently
provides no authority for this. In
addition, there are concerns as to how
this would impact future raisin
diversion programs, in particular,
whether the integrity of the RDP could
be maintained.

It was also proposed that a late fee be
added to handlers’ costs for redeeming
diversion certificates after December 17,
2001. However, the order provides no
authority for such a late charge. Another
option considered was to take no action
and adhere to the current deadline.
Some industry members believe that
there is no guarantee that producers can
sell their harvested crop each season,
and there should likewise be no
“guarantee” that producers can sell
their diversion certificates.

There was also consideration of other
extension dates besides January 18,
2002. However, after much deliberation,
the majority of RAC members believe
that extending the deadline to January
18, 2001, was the best solution to this
situation. This date will allow the RAC
sufficient time before it recommends
final volume regulation percentages to
ensure that all redeemed diversion
certificates are properly reported as
2001 acquisitions by handlers and
included in the 2001-02 crop estimate.

This rule imposes no additional
reporting or recordkeeping requirements
on either small or large raisin handlers.
In accordance with the Paperwork
Reduction Act of 1995 (44 U.S.C.
Chapter 35), the information collection
requirement referred to in this rule (i.e.,
the application) has been approved by
the Office of Management and Budget
(OMB) under OMB Control No. 0581—
0178. As with all Federal marketing
order programs, reports and forms are
periodically reviewed to reduce
information requirements and
duplication by industry and public
sector agencies. Finally, USDA has not
identified any relevant Federal rules
that duplicate, overlap, or conflict with
this rule.

Further, the RAC’s meeting on
December 11, 2001, and the RAC’s
Administrative Issues Subcommittee
meeting on December 5, 2001, where
this action was deliberated were all
public meetings widely publicized
throughout the raisin industry. All
interested persons were invited to
attend the meetings and participate in
the industry’s deliberations. Finally, all
interested persons are invited to submit
information on the regulatory and
information impact of this action on
small businesses.

A small business guide on complying
with fruit, vegetable, and specialty crop

marketing agreements and orders may
be viewed at: http://www.ams.usda.gov/
fv/moab.html. Any questions about the
compliance guide should be sent to Jay
Guerber at the previously mentioned
address in the FOR FURTHER INFORMATION
CONTACT section.

A 15-day comment period is provided
to allow interested persons to respond
to this rule. Fifteen days is deemed
appropriate because the deadline is
extended until January 18, 2002, and
comments should be received by USDA
prior to that date.

After consideration of all relevant
material presented, including the
information and recommendation
submitted by the RAC and other
available information, it is hereby found
that this rule, as hereinafter set forth,
will tend to effectuate the declared
policy of the Act.

Pursuant to 5 U.S.C. 553, it is also
found and determined upon good cause
that it is impracticable, unnecessary,
and contrary to the public interest to
give preliminary notice prior to putting
this rule into effect, and that good cause
exists for not postponing the effective
date of this rule until 30 days after
publication in the Federal Register
because: (1) This rule needs to be in
effect as soon as possible to extend the
December 17, 2001, deadline; (2) this
rule is a relaxation of the existing
regulations because it extends a
deadline; (3) producers are aware of this
action which was recommended by the
RAC at a public meeting; and (4) this
interim final rule provides a 15-day
comment period for written comments
and all comments timely received will
be considered prior to finalization of
this rule.

List of Subjects in 7 CFR Part 989

Grapes, Marketing agreements,
Raisins, Reporting and recordkeeping
requirements.

For the reasons set forth in the
preamble, 7 CFR part 989 is amended as
follows:

PART 989—RAISINS PRODUCED
FROM GRAPES GROWN IN
CALIFORNIA

1. The authority citation for 7 CFR
part 989 continues to read as follows:

Authority: 7 U.S.C. 601-674.

2.In §989.156, paragraph (k) is
revised to read as follows:

§989.156 Raisin diversion program.
* * * * *

(k) Redemption of certificates. Any
handler holding diversion certificates
may redeem such certificates for reserve
pool raisins from the Committee. To
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redeem a certificate, a handler must
present the diversion certificate to the
Committee and pay the Committee an
amount equal to the established harvest
costs plus an amount equal to the
payment for receiving, storing,
fumigating, handling, and inspecting
raisins as specified in § 989.401 for the
entire tonnage shown on the certificate.
Handlers who acquire diversion
certificates from producers shall report
acquisitions of such certificates and
submit them for redemption in a
manner and for the reporting periods
provided in § 989.173(b) for the
acquisition of raisins acquired from
producers. The Committee shall issue a
reserve release entitling the handler to
an amount of reserve pool raisins equal
to the entire tonnage shown on the
certificate. Upon receipt of the diversion
certificate, the Committee shall note on
the certificate that it is cancelled.
Diversion certificates will only be valid
and honored if presented to the
Committee for redemption on or before
December 15 of the crop year for which
they were issued: Provided, That for the
2001 diversion program for Natural
(sun-dried) Seedless raisins, producers
who have not sold certificates to
handlers on or before December 17,
2001, may present them to the
Committee on or before December 21,
2001. The Committee shall verify and
stamp such certificates to indicate that
the certificate is valid until January 18,
2002. Handlers may redeem such
certificates with the RAC on or before
January 18, 2002, in the same manner as
described elsewhere in this paragraph
(k).

* * * * *

Dated: December 14, 2001.
A.J. Yates,

Administrator, Agricultural Marketing
Service.

[FR Doc. 01-31321 Filed 12-17-01; 10:22
am]

BILLING CODE 3410-02-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 99-NE-17-AD; Amendment 39—
12557; AD 2001-25-04]

RIN 2120-AA64

Airworthiness Directives; Honeywell
International Inc. Models LTS101-
600A-2 and LTS101-600A-3
Turboshaft Engines; and LTP101-
600A-1A and LTP101-700A-1A
Turboprop Engines

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.

SUMMARY: This amendment adopts a
new airworthiness directive (AD), that is
applicable to Honeywell International
Inc. (formerly AlliedSignal Inc. and
Textron Lycoming) Models LTS101-
600A-2 and LTS101-600A-3 turboshaft
engines; and LTP101-600A—1A and
LTP101-700A-1A turboprop engines.
This amendment requires replacing
certain fuel controls that have
beryllium-copper bellows with
improved fuel controls that incorporate
Inconel 718 stainless steel welded
bellows. This amendment is prompted
by a report of an uncommanded power
loss on a Textron Lycoming LTS101
engine due to a corrosion damaged fuel
control bellows. The actions specified
by this AD are intended to prevent the
engine from reducing the fuel flow to
minimum flow resulting in an
uncommanded power loss.

DATES: Effective date January 23, 2002.
ADDRESSES: The information in this AD
may be examined at the Federal
Aviation Administration (FAA), New
England Region, Office of the Regional
Counsel, 12 New England Executive
Park, Burlington, MA.

FOR FURTHER INFORMATION CONTACT:
Robert Baitoo, Aerospace Engineer, Los
Angeles Aircraft Certification Office,
FAA, Transport Airplane Directorate,
3960 Paramount Blvd., Lakewood, CA
90712—4137; telephone (562) 627-5245,
fax (562) 627-5210.

SUPPLEMENTARY INFORMATION: A
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39) to
include an AD that is applicable to
Honeywell International Inc. (formerly
AlliedSignal Inc. and Textron
Lycoming) Models LTS101-600A—2 and
LTS101-600A-3 turboshaft engines; and
LTP101-600A—1A and LTP101-700A—
1A turboprop engines was published in
the Federal Register on March 12, 2001
(66 FR 14345). That action proposed to

require replacement of fuel controls
with the following part numbers with an
improved design fuel control that
incorporates an Inconel 718 stainless
steel welded bellows.

4-301-098-01

4-301-098-04

4-301-098-10

4-301-098-15

4-301-288-01

4-301-288-04

4-303-023-01

4-303-023-02

4-303-023-03

4-303-023-04

4-303-033-01

4-303-033-02

4-303-033-04

Comments

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were received on the
proposal or the FAA’s determination of
the cost to the public. The FAA has
determined that air safety and the
public interest require the adoption of
the rule as proposed.

Economic Analysis

The FAA estimates that 40 engines
installed on aircraft of U.S. registry
would be affected by this proposed AD
and that it would take approximately 3
work hours per engine to accomplish
the proposed actions. The average labor
rate is $60 per work hour. There are no
required parts costs. Based on these
figures, the total cost effect of the
proposed AD on U.S. operators is
estimated to be $7,200.

Regulatory Analysis

This final rule does not have
federalism implications, as defined in
Executive Order 13132, because it
would not have a substantial direct
effect on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government.
Accordingly, the FAA has not consulted
with state authorities prior to
publication of this final rule.

For the reasons discussed above, I
certify that this action (1) is not a
“significant regulatory action” under
Executive Order 12866; (2) is not a
“significant rule” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, will not have a significant
economic effect, positive or negative, on
a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A final evaluation has
been prepared for this action and it is
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contained in the Rules Docket. A copy
of it may be obtained by contacting the
Rules Docket at the location provided
under the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the

Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding a new airworthiness directive to
read as follows:

TABLE 1.—FUEL CONTROL P/N's

2001-25-04 Honeywell International Inc.:
Amendment 39-12557. Docket No. 99—
NE-17-AD.

Applicability

This airworthiness directive (AD) is
applicable to Honeywell International Inc.

(formerly AlliedSignal Inc. and Textron

Lycoming) Models LTS101-6000A—2 and

LTS101-600A-3 turboshaft engines; and

LTP101-600A—1A and LTP101-700A—-1A

turboprop engines with fuel controls with the

following part numbers (P/N’s) installed:

Engine Model No.

Fuel Control P/N

LTS101-600A2 .....ovviiieiieiriee et
LTS101-600A-3 ....ceiiiiiiiiiiiee s

LTP101-600A-1A
LTP101-700A-1A

4-301-098-01, 4-301-098-04, 4-301-098-10, 4-301-098-15.
4-301-288-01, 4-301-288-04.

4-303-023-01, 4-303-023-02, 4-303—-023-03, 4-303-023-04.
4-303-033-01, 4-303-033-02, 4-303-033-04.

These engines are used on, but not limited
to, Aerospatiale AS350 helicopters and Air
Tractor AT-302, Page Thrush, Piaggio P.166—
DL3, and Riley International R421 airplanes.
Note 1: This AD applies to each engine
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
engines that have been modified, altered, or
repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (b) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance

Compliance with this AD is required at the
next replacement of the fuel control or within
12 calendar months after the effective date of
this AD, whichever occurs first.

To prevent the engine from reducing the
fuel flow to minimum flow resulting in an
uncommanded power loss:

(a) Remove any fuel control that has one
of the P/N’s listed in Table 1 of this AD, and
replace with a fuel control that does not have
one of the part numbers listed in Table 1 of
this AD.

Alternative Methods of Compliance

(b) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager, Los Angles
Aircraft Certification Office (LAACO).
Operators must submit their request through
an appropriate FAA Principal Maintenance
Inspector, who may add comments and then
send it to the Manager, LAACO.

Note 2: Information concerning the
existence of approved alternative methods of

compliance with this airworthiness directive,
if any, may be obtained from the LAACO.

Special Flight Permits

(c) Special flight permits may be issued in
accordance §§21.197 and 21.199 of the
Federal Aviation Regulations (14 CFR 21.197
and 21.199) to operate the aircraft to a
location where the requirements of this AD
can be accomplished.

Effective Date

(d) This amendment becomes effective on
January 23, 2002.

Issued in Burlington, Massachusetts, on
December 7, 2001.
Jay J. Pardee,

Manager, Engine and Propeller Directorate,
Aircraft Certification Service.

[FR Doc. 01-30951 Filed 12-18-01; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 99-NE-46—-AD; Amendment 39—
12558; AD 2001-25-05]

RIN 2120-AA64

Airworthiness Directives; Rolls-Royce
Corporation (Formerly Allison Engine
Company) AE 3007 Series Turbofan
Engines

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.

SUMMARY: This amendment supersedes
an existing airworthiness directive (AD),
that is applicable to Rolls-Royce
Corporation (formerly Allison Engine

Company) AE 3007 series turbofan
engines. That AD currently requires
removal of certain compressor cone
shafts from service before exceeding
new cyclic life limits and replacement
with serviceable parts. This amendment
requires increasing the cyclic life limit
for certain serial numbers of new
compressor cone shafts, part number (P/
N) 23070729, that are used on
AE3007A1/3 and AE3007A1P engines.
This amendment is prompted by recent
approved changes in engineering and
manufacturing processes for new
compressor cone shafts P/N 23070729.
The actions specified by this AD are
intended to prevent low-cycle fatigue
(LCF) failure of cone shafts, which
could result in an uncontained engine
failure and damage to the airplane.

DATES: Effective date January 23, 2002.

ADDRESSES: The information in this AD
may be examined, by appointment, at
the Federal Aviation Administration
(FAA), New England Region, Office of
the Regional Counsel, 12 New England
Executive Park, Burlington, MA.

FOR FURTHER INFORMATION CONTACT:
Michael Downs, Aerospace Engineer,
Chicago Aircraft Certification Office,
FAA, Small Airplane Directorate, 2300
East Devon Avenue, Des Plaines, IL
60018; telephone: (847) 294-7870, fax:
(847) 294-7834.

SUPPLEMENTARY INFORMATION: A
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39)
by superseding AD 2000-09-05,
Amendment 39-11714 (65 FR 26121,
May 5, 2000), which is applicable to
Rolls-Royce Gorporation (formerly
Allison Engine Company) AE 3007
series turbofan engines was published
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in the Federal Register on May 25, 2001
(66 FR 28850). That action proposed to
require increasing the cyclic life limit
for certain serial numbers of new
compressor cone shafts, part number (P/
N) 23070729, that are used on
AE3007A1/3 and AE3007A1P engines.

Comments

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were received on the
proposal or the FAA’s determination of
the cost to the public. The FAA has
determined that air safety and the
public interest require the adoption of
the rule as proposed.

Economic Analysis

There are approximately 598 Rolls-
Royce Corporation (formerly Allison
Engine Company) AE 3007 series
turbofan engines of the affected design
in the worldwide fleet. The FAA
estimates that 364 engines installed on
airplanes of U.S. registry will be affected
by this AD, that it will take
approximately 150 work hours per
engine to accomplish the required
actions, and that the average labor rate
is $60 per work hour. Required parts
will cost approximately $3,921 per
engine. Based on these figures, the total
cost impact of the AD on U.S. operators
is estimated to be $4,703,244.

Regulatory Analysis

This final rule does not have
federalism implications, as defined in
Executive Order 13132, because it
would not have a substantial direct
effect on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government.
Accordingly, the FAA has not consulted
with state authorities prior to
publication of this final rule.

For the reasons discussed above, I
certify that this action (1) is not a
“significant regulatory action” under
Executive Order 12866; (2) is not a
“significant rule” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A final evaluation has
been prepared for this action and it is
contained in the Rules Docket. A copy
of it may be obtained by contacting the
Rules Docket at the location provided
under the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
removing Amendment 39-11714 (65 FR
26121, May 5, 2000) and by adding a
new airworthiness directive,
Amendment 39-12558, to read as
follows:

2001-25-05 Rolls-Royce Corporation:
Amendment 39-12558. Docket No. 99—
NE—-46—AD. Supersedes AD 2000-09-05,
Amendment 39-11714.

Applicability

This airworthiness directive (AD) is
applicable to Rolls-Royce Corporation
(formerly Allison Engine Company) models
AE 3007A, AE 3007A1, AE 3007A1/1, AE
3007A1/2, AE 3007A1/3, AE 3007A1P, and
AE 3007C turbofan engines, with compressor
cone shafts, part numbers (P/N’s) 23050728
and 23070729, installed. These engines are
installed on but not limited to EMBRAER
EMB-135 and EMB-145 series and Gessna
750 series airplanes.

Note 1: This AD applies to each engine
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
engines that have been modified, altered, or
repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (h) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance

Compliance with this AD is required as
indicated, unless already done.

To prevent low-cycle fatigue (LCF) failure
of cone shafts, which could result in an
uncontained engine failure and damage to
the airplane, do the following:

(a) For Rolls-Royce Gorporation model AE
3007A engines, remove cone shafts from
service prior to accumulating 9,500 cycles-
since-new (CSN) and replace with
serviceable parts.

(b) For Rolls-Royce Corporation model AE
3007C engines, remove cone shafts from
service prior to accumulating 14,500 CSN
and replace with serviceable parts.

(c) For Roll-Royce Corporation models AE
3007A1, AE 3007A1/1, and AE 3007A1/2
engines, remove cone shafts from service
prior to accumulating 7,500 CSN and replace
with serviceable parts.

(d) For Rolls-Royce Corporation model AE
3007A1/3 engines:

(1) With compressor cone shafts P/N
23070729, serial number (SN) MM78599,
MM78615, MM78632, MM78650, MM78651,
MM78652, MM78653, MM78654, MM78655,
MM78656, MM78657, MM78658, MM78659,
MM78660, MM78661, MM78662, MM78663,
MM?78665 or higher, remove cone shafts from
service prior to accumulating 9,300 CSN and
replace with serviceable parts.

(2) With compressor cone shafts P/N
23050728, or P/N 23070729 having other
than the S/N’s listed in paragraph (d)(1) of
this AD, remove cone shafts from service
prior to accumulating 3,500 CSN and replace
with serviceable parts.

(e) For Rolls-Royce Corporation AE
3007A1P engines:

(1) With compressor cone shafts P/N
23070729, SN MM78599, MM78615,
MM78632, MM78650, MM78651, MM78652,
MM78653, MM78654, MM78655, MM78656,
MM78657, MM78658, MM78659, MM78660,
MM78661, MM78662, MM78663, MM78665
or higher, remove cone shafts from service
prior to accumulating 7,300 CSN and replace
with serviceable parts.

(2) With compressor cone shafts P/N
23050728, or P/N 23070729 having other
than the SN’s listed in paragraph (e)(1) of this
AD, remove cone shafts from service prior to
accumulating 2,400 CSN and replace with
serviceable parts.

New Life Limits

(f) Paragraphs (a), (b), (c), (d) and (e) of this
AD establish new, lower life limits for cone
shafts, P/N’s 23050728 and 23070729.

(g) Except for the provisions of paragraph
(h) of this AD, no cone shafts, P/Ns 23050728
and 23070729, may remain in service
exceeding the life limits established in
paragraphs (a), (b), (c), (d) and (e) of this AD.

Alternative Methods of Compliance

(h) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager, Chicago
Aircraft Certification Office. Operators must
submit their request through an appropriate
FAA Principal Maintenance Inspector, who
may add comments and then send it to the
Manager, Chicago Aircraft Certification
Office.

Note 2: Information concerning the
existence of approved alternative methods of
compliance with this airworthiness directive,
if any, may be obtained from the Chicago
Aircraft Certification Office.

Special Flight Permits

(i) Special flight permits may be issued in
accordance §§21.197 and 21.199 of the
Federal Aviation Regulations (14 CFR 21.197
and 21.199) to operate the aircraft to a
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location where the requirements of this AD
can be done.
Effective Date

(j) This amendment becomes effective on
January 23, 2002.

Issued in Burlington, Massachusetts, on
December 7, 2001.
Jay J. Pardee,

Manager, Engine and Propeller Directorate,
Aircraft Certification Service.

[FR Doc. 01-30952 Filed 12—18-01; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 1
[Docket No. 98N-0583]

Exports: Notification and
Recordkeeping Requirements

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing a final
rule that establishes the notification and
recordkeeping requirements for persons
exporting human drugs, biological
products, devices, animal drugs, food,
and cosmetics that may not be marketed
or sold in the United States. These
regulations implement recent changes in
the statutory requirements applicable to
certain exports, and also codify
recordkeeping requirements for exports
of products that cannot be marketed or
sold in the United States generally.

DATES: This rule is effective March 19,
2002.

FOR FURTHER INFORMATION CONTACT:
Philip L. Chao, Office of Policy,
Planning, and Legislation (HF-23), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-827—
3380.

SUPPLEMENTARY INFORMATION:
I. Introduction

In the Federal Register of April 2,
1999 (64 FR 15994), FDA published a
proposed rule to establish notification
and recordkeeping requirements for
products exported under section 801 or
802 of the Federal Food, Drug, or
Cosmetic Act (the act) (21 U.S.C. 381 or
382, respectively) or section 351 of the
Public Health Service Act (PHS Act) (42
U.S.C. 262), as amended by the FDA
Export Reform and Enhancement Act
(Public Law 104—-134, as amended by
Public Law 104-180).

The FDA Export Reform and
Enhancement Act significantly changed
and simplified the export requirements
for unapproved human drugs, biological
products, devices, and animal drugs.
For example, before the law was
enacted, most exports of unapproved
new drugs could only be made to the 21
countries then identified in section 802
of the act, and these exports were
subject to numerous restrictions. The
FDA Export Reform and Enhancement
Act amended section 802 of the act to
allow, among other things, the export of
unapproved new human drugs to any
country in the world if the drug
complies with the laws of the importing
country and has valid marketing
authorization from any of the following
countries: Australia, Canada, Israel,
Japan, New Zealand, Switzerland, South
Africa, and the countries in the
European Union (EU) and the European
Economic Area (EEA) and certain other
requirements are met (see section
802(b)(1)(A) of the act). Currently, the
EU countries are Austria, Belgium,
Denmark, Germany, Greece, Finland,
France, Ireland, Italy, Luxembourg, the
Netherlands, Portugal, Spain, Sweden,
and the United Kingdom. The EEA
countries are the EU countries, Iceland,
Liechtenstein, and Norway. (The list of
countries will expand automatically if
any country accedes to the EU or
becomes a member of the EEA.) This
provision of section 802 of the act also
applies to the export of certain devices
that cannot be sold or marketed in the
United States.

The FDA Export Reform and
Enhancement Act also established
recordkeeping and notification
requirements. Section 802(g) of the act
requires an exporter of a drug or device
under section 802(b)(1)(A) of the act to
provide a “simple notification” to the
agency ‘‘identifying the drug or device
when the exporter first begins to export
such drug or device” to any of the 25
countries identified in section
802(b)(1)(A) of the act. For exports to
other, nonlisted countries, section
802(g) of the act requires the exporter to
provide a simple notification
“identifying the drug or device and the
country to which such drug or device is
being exported.” This section also
requires persons exporting drugs or
devices under any provision of section
802 of the act to ‘““maintain records of all
drugs or devices exported and the
countries to which they were exported.”

Certain aspects of the proposed rule
raised numerous issues. As a result, in
the Federal Register of June 17, 1999
(64 FR 32442), FDA extended the
comment period from June 16, 1999, to
July 16, 1999.

FDA received 18 comments on the
proposed rule. In addition, the agency
received several comments on the
export notification and recordkeeping
discussions in its draft export guidance
document which was published in the
Federal Register on June 12, 1998 (63
FR 32219, FDA docket number 98D—
0307). Drug manufacturers, device
manufacturers, device exporters, and
food, drug, and device trade
associations submitted comments. An
animal drug trade association and a
biological product company also
submitted comments. Because FDA
wrote both the proposed rule and the
guidance document contemporaneously,
the agency considered comments
submitted on the proposed rule and
related comments submitted on the draft
export guidance document when it
prepared this final rule.

II. Comments on the Proposed Rule,
Including Related Comments Submitted
to the Draft Guidance Document

Most comments focused on specific
provisions in the proposed rule.
However, others made general
comments about FDA’s export authority
or the need for any regulations or
addressed other export issues that were
not directly related to the proposed rule.
A description of the comments, and
FDA’s responses, follows.

A. General Comments

(Comment 1) Several comments
claimed that the proposal was contrary
to the letter or intent of the FDA Export
Reform and Enhancement Act because it
would create “‘unnecessary,”
“cumbersome,” or “burdensome”
requirements that would make it more
difficult or time-consuming to export
products from the United States, place
U.S. firms at a competitive disadvantage
in global markets, force firms to relocate
overseas, or result in lost profits. Some
comments said FDA must withdraw the
proposal, although others said the
agency should significantly revise the
proposal to reduce its requirements.

FDA recognizes that the FDA Export
Reform and Enhancement Act was
designed to facilitate exports of
unapproved products from the United
States and, through the draft guidance
document, proposed rules, and other
contacts with individual firms, the
agency worked to reduce or eliminate
export requirements and facilitate
exports. FDA drafted the proposed rule
to implement the notification and
recordkeeping requirements in section
802 of the act and to establish a single,
consistent agency position regarding the
types of records it would examine to
determine compliance with section
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801(e)(1) of the act. In general, FDA
sought to establish recordkeeping
requirements to inform firms about the
types of records that would demonstrate
a firm’s compliance with the act and to
ensure that the records could be linked
to a specific export. For example, an
export record stating only that “product
X was exported” would be almost
useless if multiple versions of the
product exist (because neither FDA nor
the exporter would be able to tell what
specific version of the product was
exported) or if the product was exported
to multiple countries (because neither
FDA nor the exporter would be able to
alert foreign government officials if a
problem developed or such
communications became necessary).

FDA disagrees, therefore, with those
comments asserting that the proposed
rule was “burdensome” or
“unnecessary.” The agency’s interest is
to implement sections 801(e)(1) and 802
of the act and section 351(h) of the PHS
Act in a consistent, uniform manner that
will generate notifications and records
that will be useful in determining
compliance with the act and will have
some value both to the exporter and the
agency. Furthermore, as discussed later
in this document, FDA has, in response
to other comments, revised or
eliminated various requirements. These
changes to the final rule should make it
easier for exporters to comply with the
act.

(Comment 2) Several comments
argued that FDA lacks authority to issue
any regulations pertaining to exports.
One comment conceded that the act
imposes substantive requirements and
that FDA can exercise its enforcement
authority if a manufacturer violates the
export requirements, but argued that
FDA does not have “carte blanche” to
require exporters to retain records to
defend against a possible FDA
enforcement action before the agency
alleges that a violation has occurred.
The comment added that FDA cannot
require records as a substantive
requirement so that failure to maintain
records would be the basis for
regulatory action. Another comment
asserted that FDA had failed to show
that Congress expected FDA to impose
new recordkeeping and reporting
requirements on industry or how the
requirements would be important in
fulfilling FDA'’s statutory obligations.

Another comment simply stated that
the act does not require regulations or
the recordkeeping described in the
proposed rule.

Other comments cited remarks by one
legislator to emphasize that no export
restrictions would be preferable.

FDA'’s authority to issue regulations
stems from section 701(a) and (b) of the
act (21 U.S.C. 371(a) and (b)). Section
701(a) of the act gives the agency
authority to issue regulations for the
efficient enforcement of the act unless
an exception exists, and section 701(b)
of the act specifically authorizes the
Departments of Health and Human
Services (DHHS) and the Treasury to
jointly prescribe and for the DHHS to
promulgate regulations for the efficient
enforcement of section 801 of the act.
Given these provisions of the act, FDA
clearly has the authority to promulgate
regulations concerning exports and to
issue regulations for the efficient
enforcement of sections 801 and 802 of
the act.

Additional discussion of FDA’s
authority to issue regulations for the
efficient enforcement of section 351(h)
of the PHS Act is included in the
responses to the comments to § 1.101(c)
(21 CFR 1.101(c)) (see section II. D
below).

Records enable a person to show, and
for FDA to verify, that the person has
complied with its legal obligations. The
FDA Export Reform and Enhancement
Act, with very few exceptions,
eliminated any need for prior FDA
approval of an export, so determining
whether a person has complied with the
act must depend on an examination of
records. If no records can be required,

a firm cannot demonstrate that it met all
applicable export requirements, and
FDA would be unable to verify such
compliance.

Further, section 802(g) of the act
clearly states, in part, that, “Any
exporter of a drug or device shall
maintain records of all drugs or devices
exported and the countries to which
they were exported”” (emphasis added).
The most straightforward interpretation
of this provision is that persons
exporting drugs or devices under
section 802 of the act must keep records
on the exported product and the foreign
countries receiving the product. As a
result, the final rule, at §1.101(e),
describes the types of information that
would demonstrate compliance with
section 802(g) of the act. Failure to keep
the records required by section 802(g) of
the act would be a violation of section
802 of the act. As a result, the product
would no longer have section 802 of the
act’s exemption from the applicable
misbranding, adulteration, approval,
and prohibited act provisions of the act.
The product and/or the person
responsible could be subject to
enforcement action under the act.

FDA acknowledges that one legislator,
in his remarks accompanying the
passage of the FDA Export Reform and

Enhancement Act, indicated a desire to
have no export requirements at all.
Nevertheless, the FDA Export Reform
and Enhancement Act did contain
requirements for exports, and one
cannot reasonably argue that Congress,
in enacting those requirements,
intended them to be ignored, rendered
meaningless, or made unenforceable.
When interpreting legislation, it is a
well-settled principle that, “Absent
clear congressional intent to the
contrary, we will assume the legislature
did not intend to pass vain or
meaningless legislation” (Coyne &
Delany v. Blue Cross & Blue Shield of
Virginia, 102 F.3d 712, 715 (4th Cir.
1996); see also Halverson v. Slater, 129
F.3d 180, 185 (D.C. Cir. 1997) (Congress
cannot be presumed to do a futile
thing)).

(Comment 3) Two comments argued
that the proposal was deficient or had
to be withdrawn because FDA had not
shown how the proposal protects the
public health of U.S. citizens or foreign
citizens or benefits consumers.

FDA disagrees with the comments.
The rule is intended to implement
sections 801(e) and 802(g) of the act and
section 351(h) of the PHS Act by
describing the types of records that
should be kept in order to demonstrate
that the export complied with the act
and by describing the contents of the
simple notification, which must be sent
to FDA for certain exports under section
802 of the act. None of these provisions
requires a demonstration of the public
health benefits for United States or
foreign citizens as a prerequisite to
rulemaking. Thus, a preamble
discussion concerning public health
benefits to U.S. citizens or foreign
citizens or possible congressional
expectations for a regulation is
unnecessary.

Nevertheless, the act and, by
extension, the final rule indirectly
benefits the public health in the United
States and in foreign countries. For
example, sections 801(e) and 802 of the
act permit exports of products that are
not approved for use in the United
States. (If the products were approved
for use and otherwise in compliance
with the act’s requirements for
marketing and sale in the United States,
they would not be subject to the export
provisions of the act.) Consequently, to
the extent that records can show that a
product not approved for use in the
United States. was, in fact, exported,
there would be no U.S. public health
concern that a product whose safety or
effectiveness has not been established
had entered domestic commerce.

As another example, section 351(h) of
the PHS Act states, in part, that exports
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of a partially processed biological
product must conform with current
good manufacturing practice (CGMP)
requirements. CGMP requirements are,
in part, intended to ensure that the
product complies with certain
adulteration and misbranding
provisions. Obviously, consumers
benefit by not receiving products that do
not comply with these requirements.
The final rule, at § 1.101(c)(2), reflects
the CGMP requirement adopted by
Congress by requiring records
demonstrating that the partially
processed biological product was
manufactured in conformity with
CGMPs. If FDA could not require
exporting firms to keep CGMP records,
there would be no way to demonstrate
or to verify that the partially processed
biological product met CGMPs, was not
contaminated, was correctly labeled and
stored, and was otherwise in
compliance with section 351(h) of the
PHS Act and entitled to the provision’s
exemption from the requirements of the
PHS Act and the act. This
demonstration clearly benefits the
public health.

(Comment 4) One comment said that
the present system is “working well” so
new regulations are unnecessary. Other
comments said the statute was
sufficiently clear so no regulations are
needed. Another comment asked that
foods be excluded from the rule; the
comment said, in part, that FDA did not
understand the global food market or
recognize congressional intent in
adopting the FDA Export Reform and
Enhancement Act. (The comment also
made specific statements against
individual provisions in the proposed
rule and other claims; FDA addresses
those comments elsewhere in this
preamble.)

FDA disagrees with the comments.
The FDA Export Reform and
Enhancement Act affected regulated
industries differently. For example, for
foods, no significant changes in the
export authority occurred, whereas for
drugs and devices, the new export
provisions offered new authorities for
exporting investigational products,
products approved by certain foreign
countries, and products intended to ““fill
the pipeline” while awaiting approval
in a foreign country.

As another example, before the
enactment of the FDA Export Reform
and Enhancement Act, unapproved new
animal drugs were subject to the export
requirements in section 802 of the act,
and then-section 801(e) of the act did
not permit the exportation of animal
drugs that were ‘“unsafe’” within the
meaning of section 512 of the act (21
U.S.C. 360b). After the enactment of the

FDA Export Reform and Enhancement
Act, animal drugs are excluded from
section 802 of the act and, except for
“banned”” animal drugs which cannot be
exported, now can be exported if they
comply with the export requirements in
section 801(e)(1) of the act.

Yet, while the new export provisions
affected regulated industries differently,
certain statutory requirements (such as
compliance with section 801(e)(1) of the
act) are common to all exports. Other
statutory requirements, particularly
those in section 802 of the act, are
common to drugs and devices, or to
drugs, biological products, and devices.
In cases where a particular statutory
requirement applied to more than one
type of product, the agency decided that
its interpretation and implementation of
that statutory requirement should also
be the same, regardless of the product
involved. In other words, the rule
implementing section 802(g) of the act
should be the same for drug exporters as
it is for device exporters because both
are subject to section 802(g) of the act.
Similarly, the requirements in section
801(e)(1) of the act are incorporated by
referring to section 802(f) of the act and
section 351(h) of the PHS Act, and
continue to operate as a freestanding
export provision for foods, cosmetics,
certain drugs, and devices. The
interpretation of section 801(e)(1) of the
act should be consistent regardless of
the product involved.

So, while the agency’s
implementation of the export provisions
might have been sufficiently clear to
some individuals and “working well”
for certain industries in certain cases,
the absence of a single, consistent
interpretation of those statutory
provisions created the possibility that
different FDA centers would implement
the same provisions of the act
differently. The agency, therefore,
formed a multi-center and multi-office
group to develop FDA’s policies and
interpretations for the FDA Export
Reform and Enhancement Act. The draft
guidance document (which appeared in
the Federal Register of June 12, 1998
(63 FR 32219)), the proposed “‘import
for export” rule (which appeared in the
Federal Register on November 24, 1998
(63 FR 64930)), and this rule represent
the consensus positions and
interpretations of the agency’s centers
and offices.

In short, a rule will help ensure that
the export requirements “work well” for
all, rather than some, regulated
industries and that they work the same
way for all regulated industries.

As for the comment requesting that
FDA exclude food products from the
rule, FDA declines to adopt the

comment’s suggestion. Section 801(e)(1)
of the act clearly and unequivocally
applies to food exports, so, absent a
compelling reason that would warrant
separate or different export regulations
for food, FDA declines to exclude food
products from the final rule.

(Comment 5) One comment said that
the proposed rule contained the “same
objectionable provisions” that were in
the draft guidance document on exports.

While the agency disagrees with the
comment’s characterization of the rule,
the proposed rule and guidance
document contain the same concepts
because FDA prepared the draft
guidance document and its export-
related proposed rules simultaneously.
However, the administrative clearance
and publication procedures and
statutory requirements that apply to
guidance documents are much simpler
than those that apply to proposed rules.
Consequently, the proposed rules
appeared several months after FDA had
published the draft guidance document
in the Federal Register. In preparing
this final rule, FDA reviewed both the
comments submitted to the proposed
rule and relevant comments submitted
to the draft guidance document.

(Comment 6) One comment accused
the agency of engaging in ‘“‘regulatory
imperialism” that is “neither desired
nor needed by other countries” and that
the rule reflected what it called “FDA’s
continued belief that the agency is not
simply the public-health agency for the
United States, but for the entire world.”

FDA disagrees with the comment. The
rule implements parts of sections
801(e)(1) and 802 of the act and section
351(h) of the PHS Act. These provisions
do not require, or expect, FDA to be a
public health agency ‘‘for the entire
world,” but the act and section 351(h)
of the PHS Act do establish
requirements on exports of products
that cannot be legally marketed or sold
under the act in the United States, and
FDA is charged with enforcing the act
and section 351 of the PHS Act. The
final rule, as stated earlier, creates a
single, uniform interpretation for certain
export requirements by describing the
types of records the agency would
examine in order to determine whether
a person complied with the law and by
describing the content of the
notification, if required by the act, to be
sent to FDA.

(Comment 7) Two comments involved
investigational products. One comment
said the proposal would make it more
difficult for U.S. firms to conduct
foreign clinical trials for drug and
biological products. The other comment
said the proposal fails to recognize that
food samples are often exported for
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testing or for product research and
development. This comment said these
food products are tested on site under
controlled conditions or used for
demonstration purposes and are never
intended for human consumption in
foreign countries. The comment added
that these food products are never
“approved” by foreign governments
because they are not intended for retail
markets, and said that the proposal
overlooked the need for global market
development.

For clinical investigations involving
human drugs and biological products,
the FDA Export Reform and
Enhancement Act created several
avenues for exporting such products.
First, if the drug or biological product
has been approved for marketing in any
of the countries identified in section
802(b)(1) of the act (the so-called “listed
countries”), the product may be shipped
to any country for any purpose; this
would include investigational use, and
the export would be subject to the rule’s
notification and recordkeeping
requirements.

Second, if the drug or biological
product is exported for investigational
use in any listed country and is not
approved in any listed country, section
802(c) of the act authorizes its export.
These exports are not subject to the
notification requirement in section
802(g) of the act, but are subject to
section 801(e)(1) of the act and to
certain other requirements in section
802 of the act. Most drugs and biological
products exported for investigational
use would probably be subject to this
provision of the act and § 1.101(b) and
(8).

Third, the clinical investigation could
be conducted under an investigational
new drug application (IND). In these
cases, only the IND requirements at part
312 (21 CFR part 312) would apply.

Fourth, the person could seek
permission to export the drug or
biological product, without obtaining an
IND, under § 312.110. This program,
known as the “312 program,” pre-dates
the FDA Export Reform and
Enhancement Act and allows exports for
investigational use.

FDA is preparing a proposed rule that
would address exports of drugs and
biological products for investigational
use and also streamline the
requirements for the ““312 program.”
Additionally, FDA has revised
§1.101(b)(2) and other parts of this rule
to simplify the requirements for
demonstrating compliance with section
801(e)(1) of the act. These revisions
significantly change the records
required for demonstrating compliance

with section 801(e)(1) of the act and are
discussed later in this document.

As for foods exported for
investigational or research uses, the act
does not contain any special provisions
for such products. There is no apparent
legal basis to distinguish them from
other food exports.

However, section 801(e)(1)(B) of the
act only requires that the product
intended for export be “not in conflict”
with the foreign country’s laws. This is
considerably different—and far less
restrictive than requiring that the
exported product be “approved” in the
foreign country. Market authorization is
relevant only for drugs and devices
exported under section 802(b)(1) of the
act, because that provision of the act
allows exports of unapproved drugs or
devices if they have received valid
marketing authorization from any listed
country, and comply with the other
applicable requirements of section 802
of the act. Thus, in the food testing and
research and development example
cited by the comment, the export would
comply with section 801(e)(1)(B) of the
act if such activities do not conflict with
the laws of the importing country.
Additionally, as stated earlier, revised
§1.101(b)(2) greatly simplifies the types
of records needed to show that the
product is not in conflict with the
foreign country’s laws.

(Comment 8) One comment objected
to notifying FDA at all if a device is
International Organization for
Standardization (ISO)—9001 certified or
has received approval from a notified
body so that it may be commercially
marketed in the EU. The comment said
the Conformite European (CE) mark
should exempt the device from
notification and said that small
countries will find it in their best
interests to accept the CE mark as their
acceptance standard.

FDA declines to exempt CE-marked or
ISO-9001 certified devices from the
notification requirement. The act
requires notification for drugs and
devices exported under section 802(b) of
the act. The act does not exempt devices
that bear a CE mark or meet ISO-9001
standards from the act’s export
requirements. The agency notes that
such devices may qualify for export
under section 801(e)(1) of the act. In
such instances, no notification would be
required as long as the export complies
with section 801(e)(1) of the act.

As for the comment’s assertion that
small countries should accept the CE
mark, such matters are outside the scope
of this rule. FDA cannot require other
countries to accept a CE mark.

(Comment 9) The preamble to the
proposed rule described the

requirements in section 802(f) of the act.
It noted that the act prohibits exports of
a drug or device if the product is the
subject of a determination by FDA or by
the U.S. Department of Agriculture
(USDA) that the probability of
reimportation of the exported drug or
device would present an imminent
hazard to the public health and safety of
the United States. The preamble to the
proposed rule noted that veterinary
biological products are subject to USDA
jurisdiction (64 FR 15944, col. 3). One
comment requested that FDA remove
the reference to veterinary biological
products.

The statement in the preamble to the
proposed rule accurately described the
USDA’s jurisdiction. However, the
reference to veterinary biological
products was inappropriate because
sections 801(e)(1) and 802 of the act
apply only to FDA-regulated products.
No changes to the final rule are
necessary, though, because the reference
to veterinary biological products
appeared only in the preamble to the
proposed rule.

(Comment 10) Two comments said
the rule failed to address or to
distinguish between items that are
imported as components or ingredients
that are used in products destined for
export and products that are
manufactured solely for export
purposes.

In the Federal Register of November
24,1998 (63 FR 64930), FDA published
a proposed rule regarding “import for
export” under section 801(d) of the act.
The proposal described the reporting
and recordkeeping requirements for
articles that are imported into the
United States and are later further
processed or incorporated into items for
export.

The import for export proposal,
however, focused on requirements
pertaining to the imported article,
whereas this final rule pertains to the
notification and recordkeeping
requirements for exported products. In
other words, the import for export
provision in section 801(d) of the act
does not relieve “import for export”
products from satisfying the export
requirements in sections 801(e) and 802
of the act or section 351(h) of the PHS
Act. Thus, one should read this final
rule in conjunction with the import for
export proposal. FDA intends to finalize
the import for export proposal in the
near future.

B. Scope (Section 1.101(a))

Section 1.101(a) would describe the
provision’s scope as covering
notifications and records required for
human drug, biological product, device,
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animal drug, food, and cosmetic exports
under sections 801 or 802 of the act or
section 351 of the PHS Act.

(Comment 11) One comment asked if
a product meeting all applicable
marketing requirements in the United
States, but labeled in a foreign language
and intended for the same uses as those
approved by FDA, would be exempt
from the rule.

FDA considers a product which is
labeled solely in a foreign language and
whose foreign-language labeling has not
been approved by FDA (where such
FDA approval of labeling is required) to
be an unapproved product and subject
to the act’s approval requirements. FDA
approval, in general, includes approval
of a product’s labeling (see, e.g., sections
505(b)(1)(F), (d)(5), and (d)(7);
512(a)(1)(B), (a)(2)(C), and (b)(1)(F); and
515(c)(1)(F), and (d)(2) of the act (21
U.S.C. 355(b)(1)(F), (d)(5), and (d)(7);
360b(a)(1)(B), (a)(2)(C), and (b)(1)(F);
and 360e(c)(1)(F), and (d)(2))). Thus, if
FDA has not reviewed or approved the
foreign-language label, the product is
unapproved and would not be exempt
from this rule, even if an identical, FDA-
approved product with approved
labeling exists.

For information regarding the
exportation of products legally marketed
in the United States that are
accompanied by FDA-approved
labeling, please see comment 28.

(Comment 12) One comment objected
to the rule’s scope, saying that it would
cover products that foreign countries
might regulate differently from FDA.
The comment gave an example of
patient [disposal] washcloths, which
would be medical devices in the United
States, but would be cosmetics in Brazil.
The comment said FDA should concern
itself with compliance with FDA
requirements for domestic shipments.

FDA disagrees with the comment. The
most logical interpretation of the act is
to have FDA regulate products, and
determine whether products are exempt
from requirements applicable to
products marketed, distributed, or sold
in the United States because they
qualify for export under sections 801(e)
or 802 of the act or section 351(h) of the
PHS Act, according to their
classification or type in the United
States. Thus, a product that would be
considered a device in the United States
remains a device under the export
provisions even though a foreign
country might regulate it differently or
might not regulate it at all. It would be
both inefficient and resource-intensive
for exporters and FDA to apply the
export requirements based on the
product category in which a particular
foreign country regulates the product.

Moreover, such an approach is
inconsistent with the structure of the
act’s export provisions. The export
provisions are a means by which an
exporter can ship products that would
otherwise be subject to the act’s
domestic provisions. The purposes
underlying the export provisions would
be undermined if a product could
qualify for export under the rules
applicable to the product category of the
importing country rather than based on
how the product is regulated in the
United States.

(Comment 13) One comment said the
proposal failed to address specific
categories of food products. The
comment said that food additives and
dietary supplements are “foods” and
subject to section 801(e)(1) of the act,
but said color additives are not foods,
drugs, or any other product mentioned
in proposed § 1.101(a). The comment
asked if color additives are exempt from
the rule.

The act’s definitions of “food,”
“drug,” and “‘cosmetic” include
components of such products (see
section 201(f)(3), (g)(1)(D), and (i)(2) of
the act (21 U.S.C. 321(f)(3), (g)(1)(D),
and (i)(2)). Section 201(t)(1)(B) of the
act, in general, defines a ““color
additive” as a material that, when added
or applied to a food, drug, or cosmetic,
or to the human body or any part
thereof, is capable of imparting color.
Most color additives would be
components of a food, drug, or cosmetic
and, as a result, be subject to the act’s
export requirements for foods, drugs, or
cosmetics. Only those color additives
that are not classified as a food, drug, or
cosmetic “component” fall outside
sections 801(e) and 802 of the act. In
such circumstances, if the color additive
cannot be legally marketed, distributed,
or sold in the United States because it
does not comply with the act’s
requirements for color additives, it may
not be exported.

(Comment 14) FDA, on its own
initiative, has replaced the word
“biologic” or “biologics” with
“biological product” or ‘biological
products” throughout the rule. This
change has no substantive effect and is
intended only to use the term used in
the PHS Act for these products.

C. Recordkeeping Requirements for
Human Drugs, Biological Products,
Devices, Animal Drugs, Foods, and
Cosmetics Exported Under or Subject to
Section 801(e)(1) of the Act (Section
1.101(b))

1. General Remarks

Section 1.101(b) would establish the
recordkeeping requirements for human

drugs, biological products, devices,

animal drugs, foods, and cosmetics

exported under or subject to section
801(e)(1) of the act.

(Comment 15) Several comments
challenged FDA'’s authority to issue any
recordkeeping regulations for section
801(e)(1) of the act. Two comments
claimed that the act only requires
records under section 802(g) of the act,
so FDA cannot issue recordkeeping
requirements for section 801(e)(1) of the
act. One comment added that the
proposed recordkeeping requirements
went “‘far beyond” the “simple
recordkeeping” requirements specified
in the act. Two comments argued that
the act did not require records or
prescribe what records are to be kept,
although one comment acknowledged
that companies should keep records to
demonstrate compliance with the act.
According to these comments,
companies have the discretion to keep
any records they wish to demonstrate
compliance with section 801(e)(1) of the
act.

FDA has ample legal autho